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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36 (a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

- If the period for reply specified above is less than thirty 130) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even rf timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) 53 Responsive to communication(s) filed on May 29, 2003 

2a) □ This action is FINAL. 2b) 53 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 11 ; 453 O.G. 21 3. 
Disposition of Claims 

4) 53 Claim(s) 14-26 is/are pending in the application. 



4a) Of the above, claim (s) 
5)D Claim(s) 



6) 1x1 Claim (s) 14-26 

7) D Claim(s) 

8) D Claims 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are a) □ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 8 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a) 53 All b)D Some* c)D None of: 

1. □ Certified copies of the priority documents have been received. 

2. 63 Certified copies of the priority documents have been received in Application No. 09/147,711 . 

3. □ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)D The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 

Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) D Notice of Informal Patent Application {PTO-1 52) 

3) ()3 Information Disclosure Statement(s) (PTO-1 449) Paper No(s). 1 & 4 g) Q other: 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 04-01 ) 



Office Action Summary 



Part of Paper No. 7 
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DETAILED ACTION 

Claims 14-26 are pending in the application. 

Election/Restriction 

1. Applicant's election with traverse of Group III in Paper No. 5 is acknowledged. The 
traversal is on the ground(s) that the compounds of formula (1) relate to a single general inventive 
concept and the Office has not shown that a burden exists in searching all of the claims. This is 
not found persuasive because while all of the alternatives may have a common property or activity 
as urged by the applicants, neither element (B)(1) or (B)(2) have been met. The compounds of 
formula (1) only share two common structural elements and that is the presence of the two 
carbonyls which is not a sufficient enough core to indicate a common structure. As for (B)(2) 
none of the rings or ring systems for W are art recognized equivalents. Note MPEP 2173.05(h) 
"where a Markush expression is applied only to a portion of a chemical compound, the propriety 
of the grouping is determined by a consideration of the compound as a whole, and does not 
depend on there being a community of properties in the members of the Markush expression. 
Therefore, what should be considered for patentable distinctness is the compound as a whole. 
Would a whole compound where W is a piperazine be patentably distinct from a whole compound 
where W is a diazepine ring? If a reference for one would not be a reference for the other, then 
restriction is considered proper. Community of properties is not enough to keep piperazine, 
diazepine, diazocine, benzodiazepine, etc. in the same Markush claim, where the Markush 
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expression is applied only to a portion of a chemical compound. It is the compound as a whole 
piperazine vs diazepine vs diazocine, etc., that must be considered for patentable distinctness. 

Thus, separate searches in the literature would be required. However, should applicant 
traverse on the ground that the species are not patentably distinct, applicant should submit 
evidence or identify such evidence now of record showing the species to be obvious variants or 
clearly admit on the record that this is the case. In either instance, if the examiner finds one of the 
inventions unpatentable over the prior art, the evidence or admission may be used in a rejection 
under 35 U.S.C. 103(a) of the other invention. 

(2) The degree of burden on the examiner is high. The class/subclass search on the elected 
invention where the compounds of formula (1) are a diazepine core would be as follows: class 
514, subclass 218 and class 540, subclass 575 which involved 1,307 US patents. The various 
classes and subclass mentioned above represent only the degree of burden within the U.S. Patent 
Classification System, this does not include the search required in the prior art of journal articles 
and foreign patents. 

The requirement is still deemed proper and is therefore maintained. 

2. Claims 14-26 are rejected as being drawn to an improper Markush group. The recited 
compounds, while possessing a common utility, differ widely in structure and are not art- 
recognized equivalents and are thus, independently distinct for the reasons set forth in the 
restriction above. 
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Priority 

3. Any non-provisional application claiming the benefit of one or more prior filed copending 
nonprovisional applications or international applications designating the United States of America 
must contain or be amended to contain in the first sentence of the specification following the title 
a reference to each such prior application, identifying it by application number (consisting of the 
series code and serial number) or international application number and international filing date and 
indicating the relationship of the applications. Cross - references to other related applications may 
be made when appropriate. 

"This application is a divisional of application Serial Number 09/147,71 1 filed February 
23, 1999, now U.S. Patent No. 6,340,682 which is a national stage entry under 35 U.S.C. § 371 
of PCT/JP97/02882, filed August 20, 1997." is suggested. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

4. Claims 14-26 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. The following reasons apply: 
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a) Claims 14-26 recite a compound represented by the general formula I. A formula 
is not general when all of the variables are defined. Deletion of "general" is 
suggested. 

b) Claims 22 and 23 indicates "comprises administering an amount of the compound" 
which is unclear as to whether this is indicative of a subject in need thereof. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Brenda Coleman whose telephone number is (703) 305-1880. The examiner 
can normally be reached on Mondays from 8:30 AM to 5:00 PM, on Tuesdays from 8:00 AM to 
4:30 PM, on Wednesday thru Friday from 9:00 AM to 5:30 PM. 

The fax phone number for this Group is (703) 308-4734 for "unofficial" purposes and the 
actual number for OFFICIAL business is 308-4556. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (703) 308-1235. 



Brenda Coleman 
Primary Examiner AU 1624 
August 9, 2003 



